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CHAPTERIDMATA DI CTI ONARY

heData Dictionary module is used for defining and validating data. Data Brgtion
allows users to search for Common D&aENntgCDE), creat@and manage Unique
Data Hement§UDE), browse, define, use andise electronic forms (eCRFs) and
form structures across the studies.

The Data Dictionary module is closely related to the Data Repository module which
provides long term repository for research data.

4.1 OBJECTIVE
Thischapter provides information for users on taw

x Search Form Structures
Create Form Structures
Search Data Elements
Create Data Elements

Import Data Elements

Search eForms

Create eForms

Import Form Structure

Import Data Element Schema
Browseexisting Data Elements
Browse Form Structures
Browse eForms

X X X X X X X X X X X

4.2 SYSTEM FUNCTIONS

TheData Dictimarymoduleprovides the tosffor definingthe datayousubmit as well as provide
alternate terms (aliasing) and translation rules for the same element. impuet&RICS data
dictionary provides those wihaveaccest the data with clear and precise information about what
it is they are accessing.



4.3 MODULE NAVIGATION
TheData Dictionary module (including stribodules) are available within the BRNZfBkspace.
To Access the Data Dictionary ModulePerform the following actions:

1. Login to the system.

2. Navigate to the Workspace landing page

ProFoRMS  GUID Data Dictionary ~ Data Repository  Query Meta Study Accoun t Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

P There are a variety of key software modules comprising this system. These modules support the vision of inferconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.

My Dashboard

Admin Dashboard
| Module Overview %

ProFoRMS GUID Data Dictionary Data Repository

) a
Query Meta Study Account
Management
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3. Click theData Dictionary moduleicon

ProFoRMS cuID Data Dictionary Data Repesitory Query Meta Study Account Management
Workspace
L Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.
WMy Dashboard
Admin Dashboard

= —

ProFoRMS GUID Data Dictionary Data Repository
=) a
Query Meta Study Account
Management
Things to Note:
ICON KEY 1 The best user experience with navigating throughDlaé Dictionarynodule is with the

latestFirefox browser

& Notes 1 Java Ruotime Environment(JRE) versionrhigher is requiredCheckyour version of Java.

1 Important

Information



http://www.java.com/en/download/installed.jsp

4.4 DATA DICTIONARY TooOL
TheData Dictionary Tool providesuseful featusdor:

X
X
X

X

Searcimg Form Structures
Creatind-orm Structures
SearcimgData Elements

(0]

Downloadng Data Elements Results to XML, CSV and ZIP output formats

Creatinddata Elements
Importing Data Elements
Searcimge-Forms

(0]

Downloadng Data Elements Results to XML, CSV and ZIP output formats

Creatinge-Form

(0]

O O O0Oo

(0]

Upload PublisheBorm Structure
Save Form

Add Section

Add Data Element

Add Text

Edit Form Layout

TheData Dictionary Tool also has a simple search box for performing keyword search within the
forms fields usinghort Name Tittle, Description, andCreatedBy.
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4.4.1 Accessing the Data Dictionary Tool
To Access the Data Dictionary ToalPerform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

S There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downloadabile tools that support data definition, data contribution, and data access throughout the research life cycle.

My Dashboard

‘Admin Dashboard
| Module Overview

ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click theData Dictionary module.

ProFoRMS GUID Data Dictionary Data Repository Query nagement
Workspace
e Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart the vision of interconnectivity and collaboration among the research communibies, as well as, provide a combination of
web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research We cycle.
Wy Bashboard
Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

Query Meta Study Account
Management
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4. Click themu on theleft-side tool bar.

unt Managemel

* Keyword search will be performed within the falk

Narrow your search

LEAR FILTERS | RESTORE DEFAULT

Ownership
@ Al

Mine

FITBIR
L]
Program Specic

Form Types
Ciinsc al Assessment

Omics
Imaging

Standardization
¥| Standard NINDS GDE
7| Standard

Standard Modified
Appendix
Unique

Status

] Drait

1 Awaiting Public ation
7| Published

| Archived

| Shared Draft

Form Copyrignt Status
L |

Copyrighted
Non-Copyrighted

Diseases
| General (For all diseases)
| Parkinson's Disease
7] Traumadic Brain Injury
Amyotrophic Lateral Sclerosis
| Congenital Muscular
Dystrophy
| Duchenne Muscular
Dystrophy/Becker Muscular
Dystrophy
1 Epiepsy
| Friedreich's Ataxia

Whole Word or Phrase

lowing form fields: Short Name, Title, Description, and Created By

Show 25 ~ entries

tie

Satisfaction with Life Scale (SWLS
SNP Array Data Set

Test for checking

Test Demo

Iestting Testing Sys1

Thumbs Flles and Smiles
TRACK-TBI Functional Independence Measure
Trying Hard

Vital Signs and Blood Gases

¥
Showing 76 to 85 of B5 entries

Short Name
SWLS_CDISC_FITBIR
SNP_aray_Data
TestCheck
Test_Demo123
Testting_Testing_Sys1
Thumbs_Flles_and_Smiles
F
Trying_Hard
VitalSignsBloodGases
¥

Status
Published
Published
Publkshed
Published
Publshed
Publshed
Pubkished
Published
Published
Published

First

Previous

Showing 76 to 85 of 85 ennes

Modified Date
20170510
2017.04-04
2017-03-14
2016-10-06
2016-10-26
2017-07-05
2014.05.27
2016.10-08
20151201
2016.-09-06
1.2 3




5. TheData Dictionary Tool menu opens and expardsshown below:

Data Dictionary Tool

Form Structures
| search |
Create
Data Elements
Search

Create
Import
eForms
Search
Create




4.4.2 Form Structures

A form structure representgm@uping/collection of various Common Datarikents (CDE) and

Unique DataElementgUDE) used to gather information for a study. A form structure is analogous

to a case report form (CRF) (electronic or paper) where data elements are linked together for
collection and display.

Form structures are the containers for data elefidnts.y ar e ovehi cl eso by \
to BRICS.Theyadhere to a strict publication process prior to researchers submitting data to that
particular form structure. They are initially created in drafé stefy can be modified and data
elements may be removed or added to the form structure. Reseaah lateatidated using a

draft form structure in thgalidationTab/SubmissioriTool, but it cannot be uploaded to the
database until it is validated.

Once the study team has validated research data using the Validation Tool, and is ready to uploa:
data tothe database, you may request publication of the form structure. Once the form structure
has been approved by a BRUbBIkdla dnianties, t raantdo rc, a
used to upload research data vidJtilead TodlSubmissionT ool.

Form Structuresare used to:

x Upload data to thBataRepositoryThe form structure provides a container for uploaded
data. TheSubmissiormool validates the uploaded data against the corresponding form
structure.

x Creategforms (eCRFs) and collect data. The form structure provides a structure (or a
template) for a form and a containerafctive data collection

x The form structure assures thdbaged/collected data are queryable by the Query Tool.




4.4.3 Types of Form Structures

There are four diffentStatuof Form Structures found in BRICS. The table below detarsribesorm types and the
corresponding attributes.

Description Visibility Editable? Data Data
Validation Submission

Use? Use?

Draft In a process of development Required to log in into portal| Yes Yes No
Available for the owner and
Administrator only

Awaiting A publication has been requested fg Required to log in into portal| By administrator| Yes No

publication this FS only

Published The FS which is available for public| All uses including the public | By administrator| Yes Yes
use site only

Shared Draft | Form structures were created by the All uses including the public | By administrator| Yes No
NINDS CDE ProjeProvide site only

recommendations for investigators (
which CDEs to use.



http://www.commondataelements.ninds.nih.gov/CRF.aspx

Things to Note:
ICON KEY 1 Shared Draft Form Structurese created and supported by thdNDS CDE Project
1 A shared draft form structure provides a list of CDEs recommended to use for a particular CRF by the
& Notes NINDS CDE Project
1  Important 1 Investigators are required to uShared Draft Form Structures reference when creating their own
— form structures.
Information 1 All Shared Draft Form Structuresquire the addition of the Main grougnd Form Administration

group before they can be published to the system.

4.4.4 Search Form Structures
To Search Form StructuresPerform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GUID Data Dictionary Data Repository Query Meta Study Account Management
Workspace
Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system_ These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
Admin Dashboard
Module Overview } —
|
ProFoRMS GUID Data Dictionary Data Repository
Query Meta Study Account
Management
Things to Note:
ICON KEY 1 Instead of starting from nothing you may find shared draft or published form
& Notes structures available in the Data Dictionary that may serve as a starting point for you by

OA1l AAGET ¢ O" O xOA &1 O-han®dMeauGcArOrit@ Aadecdictid@@ily.i OE A

1 Important

Information



http://www.commondataelements.ninds.nih.gov/CRF.aspx
http://www.commondataelements.ninds.nih.gov/CRF.aspx

BRICS

3. Click theData Dictionary module. The Search Form Structures page appears.

ProFoRMS GuUID L 1 e int Management
Workspace
Work Modules: Building Blocks for the Research Life Cycle
o There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.

Wy Dashboard

Admin Dashboard . 0
ProFoRMS GUID Data Dictionary Data Repository
e

Query Meta Study Account

Management
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4. Click themu on the lefiside tool bar. The Data

expands

Dictionary Tool menu opens and

ProFoRMS GUID

Data Repository

Query

Meta Study

Account Management

* Keyword search will be performed within the following form fields: Short Name, Title, Description, and Created By

Narrow your search Show 25 = entries

CLEAR FI TORE DEFAULT Title

Satisfaction with Life Scale (SWLS

Ownership
@ Al SNP Array Data Set
Mine Testfor checking

Test Demo
FITBIR Testting Testing Sys1
O

Thumbs Flles and Smiles
TRACK.-TBI Functional independence Measure
Trying Hard

Vital Signs and Blood Gases

Omics ¥

Imaging

Program Specic

Form Types
Ciinsc al Assessment

Showing 76 ta B5 of B5 entries

Standardization
¥| Standard NINDS GDE
7| Standard

Standard Modified

Appendix

Unique

Status

] Drait

1 Awaiting Public ation
7| Published

| Archived

| Shared Draft

Form Copyrignt Status
o A

Copyrighted
Non-Copyrighted

Diseases
| General (For all diseases)
| Parkinson's Disease
¥| Traumatic Braim Injury
Amyotrophic Lateral Sclerosis
| Gongenital Muscular
Dystrophy
| Duchenne Muscular
Dystrophy/Becker Muscular
Dysirophy
| Epilepsy
| Friedreich's Ataxia

Whole Word or Phrase

Short Name
SWLS_CDISC_FITBIR
SNP_Array_Data
TestCheck
Test_Demo123
Testting_Testing_Sys1
Thumbs_Flles_and_Smiles.
FM
Trying_Hard
VitalSignsBloodGases
¥

Status
Published
Pubkished
Pubkshed
Published
Publkshed
Publshed
Published
Pubished
Published
Published

Showing 76 to 85 of 85 ennes

Modified Date
2017-05-10
2017-04-04
2017-03-14
2016-10-06
2016-10-26
2017-07-05
2014.05.27
2016-10-08
20151201
2016.-09-06

First Previous 1 2 3

5. Click Searchunder the=orm Structuretabusing the lefside menu to navigate through

the submenus. The Search Form Structures page appears.




Data Dictionary Tool

Form Structures

Search
Create
Import
eForms
Search

Create
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6. Using the search tebbx, enter the search keyword to search. Keywaouh sed be
perfamed within the form fields using t86ort Name Tittle, Description and Created

Workspace

Wheole Word or Phrase

* Keyword search will be performed within the following form fields: Short Name, Tite, Description, and Created By

Narrow your search Show 10 + entries Showing 1 to 10 of 87 entries
m Status Meodified Date
Adverse Evenls Published 2017-01-27
Alcohol, Smoking, and Substance Use Involvemnent Screening Test (ASSIST) ASSIST Published 2015-12-01
AmRk oani Published 2016-08-18
Augat Aug3t Published 2017-08-31
FITBIR Behavioral History BehavioralHx T8I Publisned 2017-03-14
o Al BILLY BiLLY Published 2017-06-05
Do Seechc Blomarker Assay Data Form BlomarkerAssayDataForm Published 2017-04-04
ETm BRICS NINR PROMSS SF v1.0- Pain intensity 3a NINRBRICSSymPain Published 2017-02-23
1 Clinical Assessment BRICS NINR 35-tem Short Form Health Survey (SF-36) version 2 MINRBRICSSF36v2 Published 2017-03-16
Omics BRICS NINR Demographics NINRBRICSDemographics Published 2017-02-23
Imaging Shawing 1 10 10 of 87 entries 2 3 4 509 Next Last

Standardization
¥| Standard NINDS CDE
¥ Standard
Standard Modified
Appendix
Unique

Status.
Draft
Awating Publication
7| Published
Archived
Shared Draft

Form Copyright Status
@ Al
Copyrighted
Hon-Copynghted

Diseases

Y| General (For all diseases)
Parkinson's Disease

¥ Traumatic Brain Injury




BRICS

7. Click theSearchbutton.Youma y
or Phrase.

al

SO

S ebloex ot

ttoh & 00 csheemar ke h

ME Search Form Structures
enu

havioral History]

* Keyword search will be performed within the following form fields: Short Name, Title, Descriplion, Ealed By.

Narrow your search

Show 10 - entries

Title
Adverse Events
= Alcohal, Smoking, and Substance Use Test (ASSIST)
Mine AmRk
Augi
FITBIR Behavioral History
@ i BLLY

Program Specific Biomarker Assay Data Form

BRICS NINR PROMIS SF v.1.0- Pain Intensity 3a

Form Types
Clinical Assessment BRICS NINR 36-tem Shert Form Health Survey (SF-36) version 2
Omics BRICS NINR Demographics
Imaging

‘Showing 1 to 10 of 87 entnes

Standardization
[¥] Standard NINDS GDE
7| Standard
Standard Modfied
Appendic
Unique

Status
Draft
Awaiting Public ation
7| Published
Archived
Shared Draft

Form Copyright Status
@ Al
Copyrighted
Nan-Copyrighted

Diseases

| General (For all diseases)
Parkinson's Disease

| Traumatic Brain Injury

E

Whele Waord or Phrase

short Name status

Adverse_Events Fublished
A Published
Oahi Published
Aug3t Published
BehavioralHx T8I Published
BILLY Published
BiomarkerAssayDataForm Published
HINRBRICSSymPain Published
NINRBRICSSF36v2 Fublished
NINRBRICSDemographics Published

Showing 1 to 10 of 87 entries.

Modified Date
2017-04-27
2015-12-01
2016-08-16
2017-08-31
2017-03-14
2017-08-05
2017-04-04
2017-02-23
2017-03-18
2017-02-23

2 3 4 5.9 Mext Last

b
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8. The search returns the form structures relevant to the search keyword.

Data Repository Query Meta Study

I‘E Search Form Structures
Behavioral History Whole Word or Phrase

* Keyword search will be performed within the following form fields: Short Name, Title, Description, and Created By.

Narrow your search Show 10 ~ entries Showing 110 1 of 1 entries

EAR FILTER

Ownership
@ mn Showing 110 1 of 1 entries
Mine

ied Date

Short Hame

4

B

avioralHxTBI

FITBIR
L
Program Speciic

Form Types
Ciinical Assessment
Omics
Imaging

Standardization
| Standard NINDS CDE
| standard
Standard Modified
Appendix
Unique:

Status
Draft
Awiaiting Publication
1 Published
Archived
Shared Draft

Form Copyright Status
o Al

Gopyrighted
Hon-Copyrighted

Diseases
] General (For all diseases)
Parkinsan's Disease

1 Traumaiic Brain Injury

g




4.4.1 Additional Search Features

Buttons:

X

Clear Filter$ use this button to clear your search criteria

x Restore Defaudi use this button to restore to tihefault search field
Check-box:
x  Ownership (All, Ming) to search for data by ownership. This includes data you may
own
x  FITBIR (All, Program Specifié)TBD
x  Form Types (Clinical Assesment, Omics, Imaging)
x Standardization (Standard NINDS CDE, Standardde&tamodified, Appendix,
Unique)
x Status (Draft, Awaiting Publicati®ublishedArchived, Shared Draft)
x Form Copyright Status (All, Copyrighted, {lapyrighted)
x Di seases (Gener al (For all di seases) ,
Amyotrophic Lateral Sclerosis, Congenital Muscular Dystrophy, Dudhesaidar
Dystrophyi a/ Becker Muscul ar Dystrophy,
Narrow your search Form Types
CLEAR FILTERS RESTORE DEFAULT )
[] omics

Ownership [ imaging

@ Al S

- _ Standardization

' Mine Standard NINDS CDE
Standard

FEE"R [7] standard Modified

I":'J i [T] Appendix

) Program Specific [ unique

Status Diseases
[] Draft General (For all diseases)

[} Awaiting Publication [[] Parkinson's Disease
Published Traumatic Brain Injury
[ Archived [C] Amyotrophic Lateral Sclerosis
[[] Shared Draft [T congenital Muscular
Dystrophy
- [[] Duchenne Muscular

Form Copyright Status Dystrophy/Becker Muscular
@ Al Dystrophy
© Copyrighted [ Epilepsy
® Non-Copyrighted [ Friedreich's Ataxia

Pa

Ep



4.4.2 Create Form Structures

To be able to create form structures in BRICSMWBT have the correct permissionDiata
Dictionary This level of permissions also allows the user to view, defaieand modify the
Unique Data Elements, and form structufesiever, to create, médand/or edit Common Data
Elements (CDE), it must go through a review process with the NINDS.

There are twdistinctsteps for creating a Form Structure in BRICS:
x  Without the Form Structure Templated;
x  With the Form Structure Template

To Create Form Structures Without Using the Form Structure Templat®erform the
following actions:

1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Weta Study Accoun 1t Management
Workspace
o Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules support the vision of inferconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
Admin Dashboard
Module Overview ] —
-
ProFoRMS GUID Data Dictionary Data Repository
Query Meta Study Account

Management
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3. Click theData Dictionary module. The Search Form Structures page appears.

ProFoRMS GuUID L 1 e int Management
Workspace
Work Modules: Building Blocks for the Research Life Cycle
o There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.

Wy Dashboard

Admin Dashboard . 0
ProFoRMS GUID Data Dictionary Data Repository
e

Query Meta Study Account

Management
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4. Click the Menuon the leftside tool bar. The Data Dictionary Tool menu opens and
expands

ProFoRMS (=] Data Repasitory Query Meta Study Account Management

Search Form Structures

* Keyword search will be performed within the following form fields: Short Name, Tile, Description, and Created By

Whale Word or Phrase

Narrow your search Show 25 ~ entries Showing 76 to 85 of B5 entries
owmership Satisfaction with Life Scale (SWLS)| SWLS_CDISC_FTBIR Publshed 2017-05-10
@l SNP Aray Data Set SNP_Armay_Data Published 2017-04-04
. Test for checking TestCheck Published 2017-00-14
Test Demo Test_Demoi23 Fublished 2018-10-08
FITBIR Testting Testing Syst Testting_Testing_Sys1 Published 2016-10-26
= Thumbs Flies and Smiles Thumbs_Flles_and_Smiles Published 2017-07-05
Program Speciic TRACK-TBI Funciional independence easure M Published 20140527
Form ypes Trying Hard Trying_Hard Published 2016-10-06
) Cinical Acsassment Vital Signs and Blood Bases VitalSignsBloodGases Published 2015-12-01
Omics ¥ ¥ Published 2016-09-08
Imaging Showing 610 85 of B entries Fiest Previous 1 2 13
Standardization
7| Standard NINDS CDE
Y| Standard
Standard Modified
Appendix
Unigue:
Status
Dralt
Awaiting Publication
¥| Published
Archived
Shared Draft

Form Copyright Status
@ Al

Copyrighted
Nan-Copyrighted

Diseases

¥| General (For all diseases)
Parkinson's Disease

¥ Traumatic Brain Injury
Amyatrophic Lateral Sclerosis
Congenital Muscular
Dystrophy
Duchenne Muscular
Dystrophy/Becker Muscular
Dystrophy
Epilepsy
Friedreich's Ataxia

5. SelectCreate underForm Structurefom the lefthanddrop-down menu The Create
Form Structure General Details page appears.



Data Dictionary Tool

Form Structures

Search

Create

Data Elements
Search
Create

Import

6. Basic InformationComplete all required fields marked with aasterisk
x  Tittle
x  Short Namgcharacter limit applies)
x  Description
x Form Type
x Doesthis represent a copyrighted form?

x  Documentation is optional, but BRICS Operations encourage uploading a copy of
your case report form.
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7. Fill out the general details below to create a form structure. On the following pages, you may
attach data elements and apply permissions. Fields marked with a * are required.

 Home Wi ce ProfoRMS BT o DataRepository  Query Meta Study

Account Man:

= Data Dictionary

1. Basic Information 2 Documentation 3 DataElements 4 Permissions 5 Review

Create Form Structure
Aform structure represents a groupingicollecion of various comman data elements (CDE) and data elements used to gather information for 3 study. 4 form structure is analogous to a case reportform (CRF) (slectronic or paper) where data
elements are linked together for collection and display.

Fill aut the details below to create @ form structure. On the following pages, you may altach data elements and apply permissions

General Details
Fields marked with a * are required.

Title * :
Short Hame * :
Description " :
Disease ™: [ gpinal Cord Injury
Spinal Muscular Arophy
Stroke
Traumalic Brain Injury e
Organization:
Form T¥pe ;. Selact One - hd

Standardization "1 Sglgct One

s this a program Required
Form: ) Yes o

P O O e
-
Status: Draft
Created By: Doe_Jor
Created Date:

[l Cancel




8. Click theContinue button when complete.

9. Documentation: Click theAdd Documentation button to select the desired file or URL.




